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DETAILED ACTION 
Response to Arguments 
Applicant's arguments with respect to claims 1-29 have been considered but are 
moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-3. 5-8, 10-14, 17-20 and 24-29 are rejected under 35 U.S.C. 103(a) as 

being unpatentable over Zander (U.S. Patent No. 5,596,983) in view of Kulick (U.S. 

Patent No. 6,494,209). Zander discloses a system that forms a sealing cavity within a 

patient's mouth (Zander, col. 4, lines 37-47), applies a negative pressure ("vacuum", col. 

2, lines 55-57) through a patient mouth and employs a nasal mask (Zander, col. 3, lines 

32-37) to deliver gases through a patient's nasal passageway (Zander, col. 3, lines 

4759) (Zander, Figs. 1-2) for the purpose of treating sleep "apnea" (Zander, col. 2, line 
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42). Thus, Zander discloses the claimed invention with the exception of preventing the 
patient's soft tissues of the upper ainA^ay from collapsing. However, Kulick, which also 
treats sleep apnea, discloses that it is known to apply a "negative pressure" (i.e., a 
vacuum) (see, Kulick, col. 2, lines 1-3, and col. 4, lines 36-39). Kulick specifically 
states, "The low-pressure vacuum unit is then turned on. This keeps the tongue in a 
forward position throughout the night." Thus, it would have been obvious to one skilled 
in the art at the time of the invention to substitute the vacuum unit of Kulick for the 
vacuum unit of Zander thereby creating a negative pressure which keeps the patient's 
tongue forward for the purpose of treating sleep apnea. 

Regarding claim 2, 14, and 18, Zander discloses wherein the mouthpiece is 
effective to form a substantially sealed cavity within the patient's mouth (col. 4, lines 37- 
47). 

Regarding claim 5, 13, 24, and 25, Kulick discloses wherein the mouthpiece 
includes a hollow elongate member (7) extending therefrom and coupled to a negative 
pressure generator. 

Regarding claim 6, Zander discloses wherein the nasal mask is coupled to the 
mouthpiece (Zander, col. 4, lines 18-20). 

Regarding claim 7, Zander and Kulick further discloses a negative pressure 
generator ("vacuum", see discussion above). 

Regarding claims 8 and 15, Zander discloses wherein the nasal mask is coupled 
to a device selected from the group consisting of a continuous positive airway pressure 



Application/Control Number: 1 0/71 1 ,886 Page 4 

Art Unit: 3743 

device, a mechanical ventilation device, and a positive end expiratory pressure device 
(Zander cols. 3-4. 

Claims 3, 12, and 20, Kulick that it is known to create a negative pressure in 
order to draw the tongue forward without impinging the user's tongue (see discussion 
above). 

Claims 4, 21, 22, and 23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Zander and Kulick and futher in view of Thornton (U.S. Patent No. 
6,405,729). The combination of Zander and Kulick discloses the claimed invention with 
the exception of specifically disclosing a mouthpiece including upper and lower portions 
that conforms to the patient's upper and lower dental structures. However, Thornton, 
which also relates to a sleep apnea treatment device having an oral and a nasal mask, 
discloses that a mouthpiece having upper and lower portions to conform to the patient's 
lower and dental structures is known in the art. Thus, it would have been obvious to 
one skilled in the art to incorporate the mouthpiece of Thornton into the device of 
Zander and Kulick for the purpose of increasing the user's comfort. 

Claims 9 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zander and Kulick in further view of Curti et al. (U.S. Patent Application No. 
2005/0103347). The combination of Zander and Kulick discloses the claimed invention 
with the exception of specifically disclosing taking gas samples from the nasal 
passageway. However, Curti, which also relates to a sleep apnea treatment device 
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having an oral and a nasal mask, discloses that it is known to include a tubular member 
to permit gas samples to be taken from the nasal passageway. Thus, it would have 
been obvious to one skilled in the art to incorporate the gas sampling means of Curti 
into the nasal mask of the combination of Zander and Kulick for the purpose of 
enhancing the treatment and detection of sleep apnea as taught by Curti [0003]. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dinnatia Doster-Greene whose telephone number is 
571-272-7143. The examiner can nonnally be reached on 8:30-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 571-272-4791 . The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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